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TWo  40 — Protection  of  Environment 

CHAPTER  I— ENVIRONMENTAL  PROTECTION 
AGENCY 

[FRL  840-3;  OPP-30016B] 

SUBCHAPTER  E— PESTICIDE  PROGRAMS 

PART  162— REGULATIONS  FOR  THE  ENFORCE¬ 
MENT  OF  THE  FEDERAL  INSECTICIDE,  FUNGI¬ 
CIDE,  AND  RODENTICIDE  ACT 

Optional  Procedural  for  Qualification  of 
Peitidde  Utet  by  Regulation 

AGENCY;  Environmental  Protection 
Agency,  Office  of  Pesticide  Programs. 

ACTION:  Final  rule. 

SUMMARY:  This  rule  establishes  the 
procedures  to  be  followed  by  regis¬ 
trants  when  a  use  of  a  pesticide  prod¬ 
uct  is  classified  for  restricted  use  by 
regulation.  This  rule  sets  forth  dead¬ 
lines  for  submittal  of  appropriate  ap¬ 
plications  for  amended  registration, 
label  and  labeling  requirements  for 
products  with  uses  classified  for  re¬ 
stricted  use  by  regulation,  and  dead¬ 
lines  for  compliance  with  the  label  and 
labeling  requirements.  This  notice  also 
amends  regulations  concerning  label¬ 
ing  requirements  by  deleting  the  re¬ 
quirement  for  applicator  categories  on 
the  label  and  by  revising  the  restricted 
use  classification  label  statement. 

EFFECTIVE  DATE:  February  9,  1978. 

FOR  FURTHER  INFORMATION 
CONTACT: 

James  H.  White,  Project  Leader 
(WH-570),  Office  of  Pesticide  Pro¬ 
grams,  Environmental  Protection 
Agency,  Room  E509A,  401  M  Street 
SW.,  Washington,  D.C.  20460,  202- 
755-8297. 

SUPPLEMENTARY  INFORMATION: 
On  September  1,  1977  (42  FR  44170), 
the  Agency  published  final  rules 
which  established  optional  procedures 
for  the  classification  by  regulation  of 
uses  of  pesticide  products  for  restrict¬ 
ed  use  (40  CFR  162.30  (a),  (b),  and  (c)). 
On  the  same  date,  the  Agency  also 
proposed  rules  to  establish  the  proce¬ 
dures  to  be  followed  by  registrants 
after  the  promulgation  of  a  final  rule 
classifying  uses  of  pesticide  products 
for  restricted  use. 

The  Agency  solicited  comments  on 
these  proposed  rules  and  on  October 
17, 1977,  conducted  a  public  meeting  in 
Washington,  D.C.  to  obtain  additional 
views  on  potential  problems  involved 
in  the  implementation  of  the  labeling 
requirements  outlined  in  the  proposal. 
Based  on  the  discussions  at  the  meet¬ 
ing  and  on  the  written  comments  re¬ 
ceived,  the  proposed  rules  have  been 
modified  and  are  hereby  promulgated 
as  final  regulations.  The  major  issues 
commented  upon  and  the  Agency’s  re¬ 
sponses  thereto  are  discussed  below. 


I.  Restricted  Use  Advertising 

Section  12(a)(2)(E)  of  the  Federal 
Insecticide,  Fungicide  and  Rodenticide 
Act  (FI FRA)  makes  it  unlawful  for 
any  person  who  is  a  registrant,  whole¬ 
saler,  dealer,  retailer,  or  other  distrib¬ 
utor  to  advertise  a  product  without  in¬ 
cluding  a  statement  of  its  restricted 
use  classification.  Two  commenters 
noted  that  lead  time  would  be  needed 
in  order  to  convert  their  advertising 
since  large  amounts  of  product  litera¬ 
ture  are  already  in  the  field  and  would 
be  difficult  to  recall. 

The  Agency  agrees  that  it  is  neces¬ 
sary  to  set  a  specific  date  for  compli¬ 
ance  with  section  12(a)(2)(E).  The 
Agency  believes  that  advertising  for 
products  that  have  been  classified  as 
restricted  should  reflect  such  classifi¬ 
cation  after  the  120th  day  after  the  ef¬ 
fective  date  of  the  final  rule.  It  is  the 
Agency’s  position  that  such  advertis¬ 
ing  will  serve  as  another  means  of 
alerting  applicators  to  products  that 
have  been  classified  restricted,  and  the 
Agency  believes  that  120  days  is  ample 
lead  time  for  persons  to  convert  broad¬ 
cast  and  printed  media  advertising. 
However,  the  Agency  recognizes  that 
registrants  may  have  large  inventories 
of  material  such  as  brochures  and 
technical  pamphlets  in  final  printed 
form  on  the  effective  date  of  the  final 
rule.  Accordingly,  such  final  printed 
material  may  be  distributed  until  the 
270th  day  after  the  effective  date  of 
the  final  rule. 

II.  Effective  Control  of  Pesticide 
Products 

Several  commenters  challenged  the 
Agency’s  view  that  effective  control  of 
a  product  includes  those  products  at 
the  distributor  level.  They  argued  that 
once  a  pesticide  is  shipped  by  a  regis¬ 
trant  to  a  distributor,  the  legal  title  is 
transferred  and  the  registrant  has  no 
legal  control  over  this  material.  The 
Agency  has  considered  these  com¬ 
ments  and  has  modified  the  regula¬ 
tions  to  clarify  that  the  registrant  is 
responsible  for  ensuring  that  all  re¬ 
stricted  use  products  released  for  ship¬ 
ment  by  the  registrant  are  properly  la¬ 
beled  or  accompanied  by  appropriate 
supplemental  labeling.  The  registrant 
also  has  responsibility  for  ensuring 
that  amended  labels  and/or  supple¬ 
mental  labeling  are  delivered  to  dis¬ 
tributors  and  retailers  in  time  to  meet 
the  deadlines  prescribed  by  these  reg¬ 
ulations.  Distributors  and  retailers 
have  the  responsibility  under  section 
162.30(0(2)  to  assure  that  such  labels 
and/or  labeling  accompany  the  prod¬ 
uct  through  further  channels  of  com¬ 
merce. 

III.  Intrastate  Products 

There  have  been  several  questions 
raised  regarding  the  applicability  of 
these  regulations  to  those  products 


registered  under  state  pesticide  regis¬ 
tration  laws  and  shipped  or  distributed 
for  sale  solely  within  intrastate  com¬ 
merce,  for  which  a  notice  of  applica¬ 
tion  for  Federal  registration  has  been 
submitted  under  40  CFR  S  162.17,  but 
for  which  a  final  Federal  registration 
decision  has  not  yet  been  made.  Since 
§§  12(a)  (2)  (E)  and  12(a)  (2)  (F)  of 
FIFRA— concerning  unlawful  activi¬ 
ties  in  the  advertisement,  making 
available  for  use,  or  use  of  restricted 
use  pesticides— only  apply  to  federally 
registered  products,  these  classifica¬ 
tion  regulations  do  not  apply  to  the 
class  of  "intrastate"  products  de¬ 
scribed  above.  However,  since  the  indi¬ 
vidual  States  in  which  such  products 
are  registered  may  have  available  reg¬ 
ulatory  mechanisms  to  restrict  the  use 
of  such  products  to  certified  applica¬ 
tors,  the  Agency  will  furnish  each 
State  regulatory  agency  with  a  list  of 
such  products  which  contain  the 
active  ingredients  with  uses  classified 
restricted  under  §  162.31. 

IV.  State  Registrations  for  Special 
Local  Needs 

The  commenters  raised  the  question 
whether  these  regulations  would  apply 
to  registrations  provided  by  the  States 
under  section  24(c)  of  FIFRA.  Section 
24(c)  states  that  registration  under 
that  section  “shall  be  deemed  registra- 
tion  under  section  3  for  all  purposes  of 
[FIFRA].”  Accordingly,  the  classifica¬ 
tion  provisions  of  section  3  apply  to 
section  24(c)  registrations,  and  these 
regulations  are  therefore  applicable  to 
all  such  registrations. 

V.  Conditional  Acceptance 

Several  commenters  asked  for  clari¬ 
fication  of  the  term  "conditional  ac¬ 
ceptance.”  They  expressed  concern 
that  the  Agency  might  withdraw  its 
conditional  acceptance  of  draft  label¬ 
ing  prior  to  its  approval  of  final  print¬ 
ed  labeling,  thus  imposing  unnecessary 
expense  and  delay  upon  a  registrant 
who  relied  on  the  conditional  accep¬ 
tance  and  began  tq  print  new  labels. 
Others  suggested  that  conditional  ac¬ 
ceptance  was  not  provided  for  in 
FIFRA.  Still  another  believed  that  it 
would  be  unnecessary  for  the  Agency 
to  burden  itself  with  acknowledge¬ 
ment  of  conditional  acceptance. 

Conditional  acceptance  is  not  a  new 
concept  introduced  by  these  regula¬ 
tions.  It  is  currently  part  of  the  regis¬ 
tration  procedures  found  at 
§  162.6(b)(3)(ii)  dealing  with  applica¬ 
tions  for  amended  registration,  and  it 
allows  applicants  to  submit  to  the 
Agency,  in  draft  form,  proposed  revi¬ 
sions  to  existing  labeling.  Such  pro¬ 
posed  revisions  are  conditionally  ac¬ 
cepted  by  the  Agency,  and  the  appli¬ 
cant  can  then  proceed  to  the  produc¬ 
tion  of  final  printed  labeling  with  the 
assurance  that  such  final  printed  la¬ 
beling  will  be  approved  by  the 
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Agency— provided  that  it  is  identical 
to  the  conditionally  accepted  draft. 

Since  copies  of  “the  complete  final 
printed  labeling”  must  accompany  ap¬ 
plications  for  amended  registration, 
this  procedure  allows  the  applicant  to 
obtain  approval  of  the  amended  label 
and  labeling  before  it  goes  to  the  ex¬ 
pense  of  printing  such  material. 

However,  an  applicant  is  not  obligat¬ 
ed  under  these  procedures  to  submit 
drafts  for  conditional  acceptance,  and 
an  application  for  amended  registra¬ 
tion  under  paragraph  (d)  of  this  regu¬ 
lation  may  simply  be  accompanied  by 
“the  complete  final  printed  labeling” 
if  the  registrant  is  confident  that  it 
complies  with  paragraph  (g)  of  this 
regulation.  In  such  cases,  the  time  pe¬ 
riods  for  compliance  found  in  para¬ 
graphs  (i)(3)  and  (i)(4)  of  this  regula¬ 
tion  will  be  keyed  to  approval  of  the 
final  label  instead  of  conditional  ac¬ 
ceptance  of  the  draft  label. 

As  explained  elsewhere,  supplemen¬ 
tal  labeling  as  used  in  these  regula¬ 
tions  will  not  be  conditionally  accept¬ 
ed  or  approved  by  the  Agency.  Accord¬ 
ingly,  registrants  should  not  delay 
compliance  with  these  regulations  on 
the  grounds  that  they  have  not  re¬ 
ceived  an  Agency  response  to  submit¬ 
ted  supplemental  labeling. 

VI.  Certification  of  Compliance 
Statement 

Many  commenters  objected  to  the 
requirement  of  $  162.30(i)(3)  as  pro¬ 
posed,  that  within  120  days  of  condi¬ 
tional  label  approval,  a  registrant’s 
production  establishment(s)  must 
submit  a  written  statement  attesting 
to  the  fact  that  all  products  within  the 
control  of  that  establishment  are  in 
compliance  with  these  regulations. 

Registrants  believed  this  require¬ 
ment  was  unnecessary  and  impracti¬ 
cal,  creating  additional  regulatory  bur¬ 
dens  for  both  the  registrant  and  the 
Agency,  while  doing  little  to  assist  in 
the  implementation  of  these  regula¬ 
tions.  The  Agency  has  considered 
there  comments  and  agrees  with  the 
commenters'  position.  This  require¬ 
ment  has  accordingly  been  deleted 
from  the  final  regulations. 

VII.  Amended  Registration— Third 
Option 

A  few  commenters  suggested  that 
the  Agency  adopt  the  “third  option” 
relating  to  labeling  amendments  re¬ 
ferred  to  in  the  preamble  to  the  pro¬ 
posed  regulations.  Under  that  option, 
the  registrant  could  have  requested  an 
amended  registration  that  would  have 
allowed  the  marketing  of  the  product 
with  a  label  describing  only  those  uses 
that  had  not  been  classified  for  re¬ 
stricted  use.  The  label  could  have 
borne  a  statement  indicating  that 
other  product  uses  had  been  classified 
restricted  and  would  have  referred  the 
purchaser  to  the  retailer  for  further 


information.  Under  that  option,  sup¬ 
plemental  labeling  containing  all  label 
information  such  as  the  restricted 
uses,  directions  for  use,  and  precau¬ 
tions  would  have  been  required,  and  a 
certified  applicator  who  desired  to 
purchase  the  product  for  a  restricted 
use  would  have  been  issued  the  supple¬ 
mentary  labeling  by  the  retailer. 

The  Agency  continues  to  believe 
that  this  option  would  be  unenforcea¬ 
ble  at  the  retail  level  and  would  also 
rely  too  heavily  on  the  retailer  to  dis¬ 
tribute  supplemental  labeling.  Since 
there  were  no  suggestions  by  the  com¬ 
menters  as  to  how  to  reduce  this 
burden  or  as  to  how  to  implement 
such  a  program,  the  Agency  has  not 
incorporated  this  option  as  part  of  the 
final  regulation. 

VIII.  Labeling  Requirements  for 
Manufacturing  Use  Only  Pesticides 

One  commenter  recommended  that 
technical  grade  material  sold  by  manu¬ 
facturers  for  formulation  or  final 
packaging  only  be  exempt  from  a  re¬ 
stricted  use  classification  and  the  re¬ 
lated  labeling  requirements.  The 
Agency’s  intent  was  to  exclude  “manu¬ 
facturing  use  only”  chemicals  from 
these  regulations  and  has  added  lan¬ 
guage  in  paragraph  (g)  of  the  regula¬ 
tion  to  that  effect. 

IX.  Purchase  by  Uncertified  Persons 

for  Use  by  Certified  Applicators 

An  area  of  concern  that  goes  back 
several  years  relates  to  the  farmer 
who  buys  pesticides  in  the  fall  or  when 
prices  are  favorable,  and  has  them  ap¬ 
plied  by  a  commercial  applicator  at  a 
later  time.  The  farmer  frequently  does 
not  know  the  identity  of  the  applica¬ 
tor  at  the  time  of  purchase  since  he 
will  contract  with  the  bidder  who  best 
meets  his  needs.  Thus,  such  purchase 
cannot  reasonably  be  construed  to  be 
"under  the  direct  supervision  of  a  cer¬ 
tified  applicator;”  a  procedure  allowed 
by  current  regulations.  The  argument 
can  be  made  that  certification  is  suffi¬ 
ciently  easy  to  obtain  and  that  it  is  not 
unduly  burdensome  to  require  the 
non-applicator  farmer  to  become  certi¬ 
fied  in  order  to  purchase  a  restricted 
use  pesticide.  The  Agency  also  believes 
that  it  would  be  environmentally  bene¬ 
ficial  and  administratively  simpler  to 
limit  the  sale  of  restricted-use  pesti¬ 
cides  to  certified  applicators  and  per¬ 
sons  working  under  their  direct  super¬ 
vision.  However,  the  House  of  Repre¬ 
sentatives  has  recently  passed  a  bill  to 
amend  FIFRA  which,  among  other 
things,  would  allow  uncertified  per¬ 
sons  to  make  such  purchases.  In  addi¬ 
tion  the  State-Federal  Implementa¬ 
tion  Advisory  Committee,  composed 
primarily  of  State  regulatory  officials 
who  are  responsible  for  certification, 
as  well  as  individual  State  program  ad¬ 
ministrators,  have  advocated  the  con¬ 
trolled  authorization  of  purchase  of 


restricted  pesticides  by  uncertified 
persons. 

In  light  of  the  urgent  need  to  final¬ 
ize  these  regulations,  the  Agency 
cannot  postpone  their  promulation 
until  final  resolution  by  Congress.  The 
Administrator  has  therefore  deter¬ 
mined  that  sale  of  a  restricted  use  pes¬ 
ticide  to,  or  purchase,  transportation, 
or  storage  of  a  restricted  use  pesticide 
by,  an  uncertified  person  is  not  incon¬ 
sistent  with  the  intent  of  the  Act  if 
they  occur  in  any  State  which  the  Ad¬ 
ministrator  has  determined,  upon  re¬ 
quest  by  the  State,  has  in  effect  laws 
and/or  regulations  governing  sale, 
purchase,  transportation,  and  storage 
which:  (a)  require  uncertified  purchas¬ 
ers  of  restricted  use  pesticides  to  fur¬ 
nish  written  evidence  that  the  pesti¬ 
cide  is  being  purchased  for  use  by  a 
certified  applicator,  and  (b)  require 
sellers  to  maintain  adequate  records  of 
such  evidence.  Any  acquisition  of  a  re¬ 
stricted  use  pesticide  by  an  uncertified 
person  must  be  in  compliance  with 
those  laws  and/or  regulations.  Notice 
of  the  Administrator’s  determination 
will  be  published  in  the  Federal  Reg- 

ISTEH. 

In  addition,  in  those  States  autho¬ 
rized  to  make  such  sales,  the  seller 
shall  provide  the  uncertified  farmer 
purchasing  a  restricted  use  product 
with  supplemental  information  cover¬ 
ing  minimum  Federal  standards  as 
outlined  in  40  CFR  Part  171  in  terms 
of  transportation,  storage,  and  dispos¬ 
al  safety.  The  Agency  is  prepared  to 
work  cooperatively  with  the  regis¬ 
trants,  States  and  the  U.S.  Depart¬ 
ment  of  Agriculture  in  developing  ade¬ 
quate  supplemental  information  in 
terms  of  a  generic  pamphlet  that  will 
suffice  under  most  conditions  relating 
to  transportation,  storage,  and  dispos¬ 
al. 

X.  Data  Compensation 

The  Agency  took  the  position  in  the 
proposed  rules  that  since  the  use  of 
data  by  the  Agency  to  classify  a  use  of 
a  registrant’s  product  as  restricted 
would  not  give  advantage  or  benefit  to 
the  registrant,  the  data  would  not  be 
“considered  •  •  •  in  support  of”  an  ap¬ 
plication  for  new  or  amended  registra¬ 
tion,  and  thus  the  “data  compensa¬ 
tion”  provisions  of  section  3(c)(1)(D) 
of  FIFRA  would  not  apply  to  applica¬ 
tions  for  amended  registration  made 
pursuant  to  the  proposed  regulations. 

Several  commenters  argued  that 
data  which  might  be  submitted  and 
which  would  support  a  decision  not  to 
classify  a  use  as  restricted  would 
thereby  benefit  other  registrants 
whose  products  would  similarly  not  be 
classified  for  restricted  use.  However, 
in  such  circumstances  the  status  of 
such  products  would  not  be  affected— 
they  would  remain  unclassified— and 
section  3(c)(1)(D)  would  not  be  in¬ 
volved  since  no  application  for  amend- 
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ed  registration  would  be  required  to  be 
submitted  under  these  regulations. 

Similarly,  several  commenters 
argued  that  if  a  use  of  a  product  is  re¬ 
stricted  as  an  alternative  to  cancella¬ 
tion  of  that  use,  then  data  considered 
in  support  of  the  decision  to  restrict 
would  therefore  be  “in  support  of”  an 
application  for  amended  registration. 
However,  the  Agency  does  not  believe 
that  Congress  intended  section 
3(c)(1)(D)  to  apply  in  these  particular 
circumstances.  That  section  was  en¬ 
acted  to  provide  reasonable  compensa¬ 
tion  to  the  owners  of  data  when  that 
data  is  used  in  support  of  other  par¬ 
ties’  initial  applications  for  registra¬ 
tion,  applications  for  reregistration,  or 
applications  for  amendments  to  exist¬ 
ing  registrations  to  add  new  uses;  in 
other  words,  in  situations  where  a 
party  is  seeking  to  achieve  registration 
of  a  particular  use  in  reliance  upon  an¬ 
other  party’s  data.  The  Agency  be¬ 
lieves  that  completely  different  con¬ 
siderations  are  involved  when  data  are 
used  to  support  a  classification  deci¬ 
sion  intended  to  reduce  the  risks  at¬ 
tendant  to  an  existing  registered  use 
of  a  pesticide  product.  Accordingly, 
the  Agency  continues  to  take  the  posi¬ 
tion  that  section  3(cKlKD)  does  not 
apply  to  applications  for  amended  reg¬ 
istration  made  under  these  regula¬ 
tions. 

Another  commenter  agreed  with  the 
Agency’s  position,  provided  that  the 
use  of  the  data  under  these  regula¬ 
tions  would  not  be  construed  as  a 
waiver  by  a  registrant  of  the  trade 
secret  status  of  such  data  or  as  a  pre¬ 
cedent  in  establishing  reasonable  com¬ 
pensation  due  the  registrant  for  subse¬ 
quent  use  of  such  data  in  other  cir¬ 
cumstances.  The  Agency  adopts  these 
comments  as  clarification  of  its  origi¬ 
nal  intent. 

Finally,  the  Agency  wishes  to  clarify 
that  data  which  has  been  utilized 
under  these  regulations  to  restrict  a 
use  of  a  product  may,  at  the  time  of 
reregistration  of  that  product,  be 
"considered  •  •  •  in  support  of”  the 
application  for  reregistration  and  thus 
be  compensable  under  section 
3(c)(1)(D). 

XI.  Hearing  Rights 

The  Agency  received  several  com¬ 
ments  pertaining  to  the  scope  of  the 
hearing  which  an  applicant  or  regis¬ 
trant  could  request  if  the  Administra¬ 
tor  issued  a  notice  of  intent  to  deny  or 
cancel  registration  in  accordance  with 
paragraphs  (d)  or  (e)  of  this  regula¬ 
tion.  As  explained  in  the  preamble  to 
the  proposed  rules,  there  will  be  ample 
opportunity  during  the  rulemaking 
proceeding  under  paragraph  (c)  of  this 
regulation  for  examination  and  chal¬ 
lenge  of  the  factual  basis  of  the  Ad¬ 
ministrator’s  proposed  classification 
and  for  submission  of  relevant  data  re¬ 
lating  to  any  risk  criterion  or  to  the  in¬ 


cremental  risk/benefit  analysis.  Ac¬ 
cordingly,  in  the  interest  of  adminis¬ 
trative  efficiency  and  to  avoid  pro¬ 
longed  and  duplicative  evidentiary 
hearings,  the  proposed  regulation 
stated  that  any  hearing  requested 
under  paragraph  (h)  of  this  regulation 
would  be  limited  to  the  sole  issue  of 
whether  the  registrant  or  applicant 
had  submitted  an  application  for  new 
or  amended  registration  which  com¬ 
plied  with  the  provisions  of  this  regu¬ 
lation. 

The  commenters  argued  that  they 
would  be  entitled  to  unlimited  adjudi¬ 
catory  hearings  in  which  all  issues 
concerning  the  classification  decision 
could  be  challenged,  pursuant  to  sec¬ 
tions  3(d)(2)  and  6(b)(1)  of  FIFRA. 
However,  with  respect  to  changes  in 
classification,  those  provisions  of 
FIFRA  only  apply  when  the  Agency 
proposes  to  change  the  classification 
of  any  use  of  a  pesticide  from  general 
use  to  restricted  use;  they  do  not  apply 
to  the  initial  classification  decision 
itself.  Since  all  pesticide  products  are 
currently  unclassified,  sections  3(c)(2) 
and  6(b)(1)  do  not  require  a  hearing 
broader  than  that  provided  by  this 
regulation  with  respect  to  the  classifi¬ 
cation  decision  itself. 

A  proposed  cancellation  under  para¬ 
graph  (h)  of  this  regulation  will  be 
based  on  the  failure  of  the  registrant 
to  timely  submit  “material  required  to 
be  submitted”— namely,  an  appropri¬ 
ate  application  for  amended  registra¬ 
tion.  The  submission  requirement  will 
have  been  imposed  as  a  regulation 
after  a  rulemaking  proceeding  in 
which  the  registrant  will  have  had  a 
full  opportunity  to  challenge  the 
Agency’s  proposed  action.  Accordingly, 
the  only  factual  issues  to  be  resolved 
in  any  cancellation  hearing  requested 
pursuant  to  section  6(b)(1)  will  be 
whether  material  was  required  to  be 
submitted,  and,  if  so,  whether  it  was 
timely  submitted.  If  a  registrant 
wishes  to  challenge  the  basis  of  the 
submission  requirement— i.e.,  the  va¬ 
lidity  of  the  regulation— the  proper  re¬ 
course  will  be  to  raise  that  issue  in  the 
cancellation  hearing  and  to  seek  judi¬ 
cial  review  of  the  regulation  pursuant 
to  §  16  of  FIFRA. 

XII.  Labeling  Comments 

There  were  many  comments  to  the 
effect  that  the  timetable  established 
by  the  Agency  for  the  amended  label¬ 
ing  procedures  was  too  short  and  did 
not  allow  enough  flexibility.  Regis¬ 
trants  were  concerned  with  the  45 
days  allotted  for  submission  of  the  ap¬ 
plication  for  amended  registration,  as 
well  as  with  the  90  days  for  label 
changes  for  products  within  their  ef¬ 
fective  control  and  the  180  days  for 
label  changes  for  products  at  the  retail 
leveL  There  was  also  considerable  in¬ 
terest  expressed  in  finding  some  role 
for  supplemental  labeling  in  this  pro¬ 


cedure  to  ease  the  complications  of 
compliance.  In  addition,  several  com¬ 
menters  indicated  that  by  not  allowing 
supplemental  labeling,  excessive  costs 
would  be  incurred  and  a  potential 
health  hazard  might  result  where  it 
became  necessary  to  break  down  pal¬ 
lets  or  cartons  in  order  to  relabel. 
Some  believed  that  the  labeling  re¬ 
quirements  should  pertain  only  to  new 
production  of  the  restricted  use  pesti¬ 
cide. 

Finally,  there  were  several  com¬ 
menters  who  suggested  a  simplified 
procedure  for  implementing  the  re¬ 
stricted  use  labeling  of  pesticide  prod¬ 
ucts.  Basically,  this  procedure  would 
have  allowed  the  registrant  to  send  a 
letter  to  the  Agency  attesting  to  the 
fact  that  it  would  make  the  restricted 
use  label  and  labeling  changes  in  ac¬ 
cordance  with  S  162.30  and  would 
make  no  other  changes. 

The  Agency  is  interested  in  finding 
the  most  expeditious  way  of  handling 
labeling  with  the  least  disruptions  to 
industry  and  the  user  groups,  while 
still  remaining  within  the  scope  of  ex¬ 
isting  section  3  regulations  which  re¬ 
quire  the  Agency  to  explicitly  approve 
label  amendments.  Accordingly,  the 
Agency  has  developed  what  it  believes 
is  a  workable  compromise  position 
that  allows  companies  internal  flexi¬ 
bility  to  make  necessary  changes  and 
also  remains  reasonably  close  to  the  ti¬ 
metable  set  forth  in  the  proposed  reg¬ 
ulations.  This  labeling  compliance 
system  is  as  follows: 

Sixty  days  after  the  effective  date  of 
a  final  rule  classifying  a  product  use  as 
restricted,  the  registrant  of  a  pesticide 
product  registered  for  that  use  must 
submit  an  application  for  amended 
registration  in  accordance  with  para¬ 
graph  (d)  of  these  regulations.  The 
Agency  wishes  to  emphasize  that 
under  paragraph  (d),  the  only  changes 
to  the  label  and  labeling  which  may  be 
proposed  in  the  application  are  those 
changes  which  are  necessary  to  bring 
the  product  into  compliance  with 
paragraph  (g)  of  these  regulations— 
either  by  deleting  the  restricted  uses 
or  by  including  the  restricted  use  clas¬ 
sification  language  (or,  if  applicable, 
the  language  specified  in  the  final  rule 
under  paragraph  (cX4)).  No  other  pro¬ 
posed  changes  to  the  label  and  label¬ 
ing  may  be  included  in  any  application 
for  amended  registration  submitted 
under  paragraph  (d)  of  these  regula¬ 
tions. 

The  application  must  be  accompa¬ 
nied  by:  (1)  copies  of  the  proposed 
amended  label(s)  and  labeling  (in 
either  draft  or  final  form),  and  (2)  a 
sample  of  any  supplemental  labeling 
to  be  used  as  an  interim  compliance 
measure  (for  instance,  to  be  affixed  to 
or  to  accompany  existing  stocks  of 
products  which  have  a  use  or  uses  clas¬ 
sified  restricted).  For  the  purposes  of 
this  regulation,  supplemental  labeling 
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is:  (1)  an  adhesive  sticker  containing 
the  restricted  use  statement  specified 
in  $  I62.10(j)(2);  (2)  a  separate  form 
containing  the  product  name,  as  it  ap¬ 
pears  on  the  current  product  label,  the 
EPA  registration  number  of  the  prod¬ 
uct,  and  the  restricted  use  statement 
specified  in  §  162. 10(  j)  (2);  or  (3)  a  copy 
of  the  conditionally  accepted  or  final 
amended  label. 

One  hundred  and  twenty  days  after 
the  effective  date  of  the  final  rule,  no 
registrant  or  producer  may  release  for 
shipment  any  product  unless  it:  (1) 
bears  the  amended  label,  (2)  has  the 
supplemental  labeling  affixed,  or  (3)  is 
accompanied  by  supplemental  label¬ 
ing.  The  Agency  has  noted  many  prob¬ 
lems  in  the  past  resulting  in  enforce¬ 
ment  actions  when  supplemental  la¬ 
beling  did  not  accompany  the  product 
through  the  distribution  channels. 
Therefore,  the  Agency  is  strongly  en¬ 
couraging  the  manufacturer  to  affix 
the  supplemental  labeling  to  each  con¬ 
tainer  prior  to  releasing  any  pesticide 
product  for  shipment.  However,  to 
minimize  costs  to  industry  and  to 
avoid  disrupting  the  production  and 
distribution  process,  the  Agency  will 
not  require  labels  to  be  affixed  to  all 
containers  prior  to  shipment  for  those 
products  that  are  already  packaged  for 
shipment  where  it  is  not  practical  to 
do  so,  e.g.,  when  the  containers  are 
loaded  on  pallets  or  are  packed  in  such 
a  manner  that  the  registrant  would 
have  to  break  open  cartons.  The 
Agency  also  realizes  that  the  physical 
nature  of  certain  pesticide  containers, 
e.g.,  oil  coated  cans,  may  preclude  a 
registrant  from  affixing  the  supple¬ 
mental  labeling  or  an  amended  label. 
Such  products  may  necessarily  have  to 
be  shipped  accompanied  by  supple¬ 
mental  labeling  until  such  time  as  the 
amended  label  is  incorporated  as  part 
<  of  the  routine  packaging  process. 

Nine  months  (270  days)  after  the  ef¬ 
fective  date  of  the  final  rule,  no  prod¬ 
uct  may  be  distributed  or  sold  (at  the 
retail  level  or  by  any  other  person) 
unless  it  bears  the  amended  label,  has 
the  supplemental  labeling  affixed,  or 
is  accompanied  by  supplemental  label¬ 
ing. 

Nine  months  (270  days)  after  the 
conditional  acceptance  of  the  draft 
amended  label,  or  approval  of  the  final 
amended  label  if  the  registrant  does 
not  submit  a  draft  amended  label,  all 
products  released  for  shipment  by  the 
registrant  or  producer  must  bear  the 
amended  label.  A  registrant  who  has  a 
unique  situation,  e.g.,  a  large  supply  of 
labeled  containers  or  the  non-avail¬ 
ability  of  new  containers,  may  request 
a  delay  in  the  effective  date  by  sub¬ 
mitting  to  the  Agency  a  statement  as 
to  why  such  a  delay  is  needed,  and  set¬ 
ting  forth  a  plan'  for  compliance  and 
such  other  information  as  may  be  nec¬ 
essary  to  demonstrate  the  existence  of 
a  geniune  problem,  and  to  demon- 
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strate  a  good  faith  effort  at  timely 
compliance. 

The  Agency  does  not  intend  to  rou¬ 
tinely  notify  registrants  that  the  sup¬ 
plemental  labeling  which  they  have 
submitted  is  acceptable,  so  that  regis¬ 
trants  are  free  to  begin  printing  and 
using  supplemental  labeling  immedi¬ 
ately  following  its  submission  to  the 
Agency— but  with  two  important  quali¬ 
fications.  First,  this  only  applies  with 
respect  to  the  first  two  types  of  sup¬ 
plemental  labeling— adhesive  stickers 
to  be  affixed  to  products  and  separate 
forms  to  accompany  the  products.  It 
does  not  apply  to  the  third  type  of 
supplemental  labeling,  the  condition¬ 
ally  accepted  or  final  approved  amend¬ 
ed  label,  since  obviously  this  type  of 
supplemental  labeling  must  necessar¬ 
ily  be  reviewed  and  specifically  ap¬ 
proved  by  the  Agency  prior  to  its  use. 
Secondly,  since  the  Agency  will  be 
spot  checking  supplemental  labeling. 
It  will,  if  appropriate,  notify  regis¬ 
trants  that  their  supplemental  label¬ 
ing  is  not  acceptable,  and  will  require 
their  future  supplemental  labeling  to 
correct  the  deficiences  noted. 

Concern  has  been  expressed  by  sev¬ 
eral  registrants  regarding  liability 
when  supplemental  labeling  for  re¬ 
stricted  use  products  is  provided  by 
the  registrant  to  distributors  or  retail¬ 
ers,  but  the  distributor  or  retailer  fails 
to  affix  supplemental  labeling  to  the 
products  or  fails  to  provide  supple¬ 
mental  labeling  to  purchasers.  The 
Agency  must  necessarily  judge  each 
case  upon  its  own  merits.  As  a  general 
rule,  however,  if  a  registrant  has  made 
reasonable  efforts  to  ensure  that  suffi¬ 
cient  supplemental  labeling  accompa¬ 
nies  each  shipment  of  restricted  use 
products  together  with  adequate 
instructions  to  distributors  and  retail¬ 
ers  as  to  the  disposition  of  such  label¬ 
ing,  the  Agency  will  not  take  enforce¬ 
ment  action  against  the  registrant. 

Finally,  the  Agency  has  added  a  new 
provision  to  clarify  its  original  intent 
that  a  registrant  be  allowed  to  comply 
with  a  final  rule  classifying  some  but 
not  all  uses  of  a  product  as  restricted 
by  submitting  an  application  for 
amended  registration  which  would 
delete  the  uses  which  have  been  classi¬ 
fied  as  restricted.  This  provision  is  des¬ 
ignated  as  paragraph  (d)(2)(ii).  Para¬ 
graphs  (d)(2)(ii)  and  (d)(2)(iii),  as  pro¬ 
posed,  have  been  redesignated  as  para¬ 
graphs  (d)(2)(iii)  and  (d)(2)(iv),  respec¬ 
tively.  It  is  the  Agency's  intent  not  to 
require  existing  stocks  of  such  prod¬ 
ucts  to  be  relabeled  or  supplementally 
labeled  at  the  distributor  or'  retail 
level.  However,  no  such  product  may 
-  be  released  for  shipment  by  the  regis¬ 
trant  or  producer  after  six  months 
(180  days)  after  the  conditional  accep¬ 
tance  of  the  draft  amended  label  (or 
the  approval  of  the  final  amended 
label  if  no  draft  label  is  submitted) 
unless  the  product  bears  the  approved 
amended  label. 
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XIII.  Labeling  Wording 

The  Agency  is  amending  40  CFR 
162.10  by  revising  subsection 
(j)(2)(i)(B)  thereof.  This  amendment 
changes  the  wording  of  the  statement 
which  must  appear  on  the  label  of  a 
restricted  use  pesticide  to  read:  “For 
retail  sale  to  and  use  only  by  Certified 
Applicators  or  persons  under  their 
direct  supervision  and  only  for  those 
uses  covered  by  the  Certified  Applica¬ 
tor’s  certification.”  Certified  applica¬ 
tors  or  persons  under  their  direct  su¬ 
pervision  may  not  purchase  or  use  re¬ 
stricted  use  pesticides  for  uses  that  are 
not  covered  by  the  applicator’s  certifi¬ 
cation.  The  purpose  of  the  change  is 
to  clarify  that  an  applicator  who  is 
certified  for  one  or  more  restricted 
uses  of  a  product  is  not  necessarily 
certified  for  all  restricted  uses  of  that 
product. 

This  change  is  necessary  since  the 
Agency  is  deleting  40  CFR 
162.10(i)(2)(x)(D)  which  requires  the 
certification  categories  to  appear  on 
the  labels  of  restricted  use  pesticides. 
Several  commenters  believe  that  delet¬ 
ing  applicator  categories  from  the 
label  would  put  too  much  pressure  on 
the  seller  to  analyze  the  labeling  and 
match  it  to  the  customer’s  certifica¬ 
tion  categories  and  needs. 

After  careful  consideration,  it  is  the 
Agency’s  decision  to  maintain  the  pro¬ 
posed  deletion  of  said  labeling  require¬ 
ments  and  not  require  the  listing  of 
certification  categories.  The  Agency 
had  discussed  the  feasibility  of  this  ap¬ 
proach  with  State  Regulatory  and  Ex¬ 
tension  Service  personnel.  They  also 
believed  this  was  the  most  reasonable 
approach  as  it  eliminates  the  severe 
administrative  and  State  enforcement 
problems  that  would  arise  because  of 
the  differences  in  certification  subca¬ 
tegories  in  the  States,  and  as  it  places 
the  major  responsibility  for  using  a 
pesticide  for  a  use  not  covered  by  the 
applicator’s  certification  on  the  appli¬ 
cator  himself. 

XIV.  Labels  Bearing  Both  Restricted 

and  Unclassified  Uses 

One  commenter  expressed  concern 
that  since  the  Agency  was  permitting 
registrants  to  market  products  with 
labels  bearing  both  restricted  and  un¬ 
classified  uses,  individuals  would  be 
able  to  purchase  and  use  such  prod¬ 
ucts  without  being  certified. 

Although  the  Agency  does  allow  a 
registrant  to  include  both  the  restrict¬ 
ed  and  unclassified  uses  of  a  product 
on  the  same  label,  such  a  product  is 
considered  to  be  a  “restricted  use 
product"  and  can  only  be  sold  to  (1)  a 
certified  applicator,  (2)  someone 
acting  under  the  direct  supervision  of 
a  certified  applicator,  or  (3)  an  individ¬ 
ual  acting  in  accordance  with  provi¬ 
sions  outlined  in  this  preamble  under 
Item  IX,  “Purchase  by  Uncertified 
Persons  for  Use  by  Certified  Applica¬ 
tors”. 
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The  Agency  appreciates  the  cooper¬ 
ative  support  of  the  pesticide  industry, 
user  groups,  environmental  organiza¬ 
tions.  the  States  and  the  general 
public  in  developing  the  regulations  to 
follow. 

Economic  Impact  Analysis 

The  Environmental  Protection  Agency 
has  determined  that  this  document  does  not 
contain  a  major  proposal  requiring  prepara¬ 
tion  of  an  economic  impact  anaylsls  under 
Executive  Orders  11821  and  11949  and  OMB 
Circular  A-107. 

Statutory  Review 

The  U.S.  Department  of  Agriculture 
has  reviewed  the  final  regulations  in 
accordance  with  section  25(a)  of 
FTFRA  and  concurs  with  their  publica¬ 
tion  in  the  Federal  Register.  The 
FIFRA  Scientific  Advisory  Panel  has 
reviewed  the  final  regulations  in  accor¬ 
dance  with  section  25(d)  of  FIFRA  and 
has  expressed  concern  with  the  Agen¬ 
cy’s  decision  to  allow,  in  certain  cir¬ 
cumstances,  uncertified  persons  to 
purchase  restricted  use  pesticides  for 
later  application  by  certified  applica¬ 
tors.  The  panel  believes  that  adoption 
of  this  approach  “•  •  •  if  not  fully  un¬ 
derstood  by  the  general  public  might 
seriously  undermine  the  applicator 
certification  program  and  circumvent 
expectations  by  the  Agency  for  protec¬ 
tion  of  health  and  the  environment 
»  »  »»• 

The  Agency  is  sensitive  to  the  reser¬ 
vations  expressed  by  the  panel  and  is 
concerned  with  preserving  the  integri¬ 
ty  of  the  certification  program  and 
with  the  impact  of  this  provision  on 
human  health  and  the  environment. 
However,  the  Agency  believes  it  has 
accommodated  these  concerns  by  stat¬ 
ing  that  such  purchases  are  not  incon¬ 
sistent  with  the  intent  of  the  Act  only 
when  they  occur  in  those  States  which 
the  Administrator  has  determined  has 
laws  and/or  regulations  which  ade¬ 
quately  minimize  the  potential  for 
abuse  and  only  when  they  are  trans¬ 
acted  in  accordance  with  those  laws 
and  regulations.  In  this  regard,  the 
Agency  believes  it  has  strengthened  its 
previous  position  by  requiring  that  the 
State  laws  and/or  regulations  require 
written  evidence  that  purchase  of  a  re¬ 
stricted  use  pesticide  is  for  application 
by  a  certified  applicator,  instead  of 
“verifiable”  evidence  as  appeared  in 
the  version  reviewed  by  the  Scientific 
Advisory  Panel. 

The  Scientific  Advisory  Panel  report 
is  published  in  its  entirety  following 
the  text  of  the  regulations. 

Statutory  Authority 

(Secs.  3  and  25(a)  of  the  Federal  Insecticide, 
Fungicide,  and  Rodenticide  Act  (FIFRA  )  as 
amended  (7  UJS.C.  136,  et  seq.).) 
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Dated:  January  31, 1978. 

Douglas  M.  Costle, 
Administrator. 

40  CFR  Part  162  is  herewith  amend¬ 
ed  by  deleting  §  162.KKiX2)(xXD)  and 
by  revising  $  162.10(j)(2)(i)(B).  Section 
162.1<KJ)(2)(iXA)  is  repeated  here  for 
informational  purposes  only  (see  Sec¬ 
tion  3  Regulations,  40  FR  28279,  July 
3,  1975). 

S  162.10  Labeling  requirements. 

(j)  •  •  • 

(2)  Restricted  Use  Classification. 
Pesticide  products  bearing  direction 
for  use(s)  classified  restricted  shall 
bear  statements  of  restricted  use  clas¬ 
sification  on  the  front  panel  as  de¬ 
scribed  below: 

(i)  Front  panel  statement  of  restrict¬ 
ed  use  classification.  (A)  At  the  top  of 
the  front  panel  of  the  label,  set  in  type 
of  the  same  minimum  sizes  as  required 
for  human  hazard  signal  words  (see 
table  in  §  162.10(h)(l)(iv)),  and  appear¬ 
ing  with  sufficient  prominence  relative 
to  other  text  and  graphic  material  on 
the  front  panel  to  make  it  unlikely  to 
be  overlooked  under  customary  condi¬ 
tions  of  purchase  and  use,  the  state¬ 
ment  "Restricted  Use  Pesticide”  shall 
appear. 

(B)  Directly  below  this  statement  on 
the  front  panel,  a  summary  statement 
of  the  terms  of  restriction  imposed  as 
a  precondition  to  registration  shall 
appear.  If  use  is  restricted  to  certified 
applicators,  the  following  statement  is 
required:  “For  retail  sale  to  and  use 
only  by  Certified  Applicators  or  per¬ 
sons  under  their  direct  supervision  and 
only  for  those  uses  covered  by  the  Cer¬ 
tified  Applicator’s  certification.”  If, 
however,  other  regulatory  restrictions 
are  imposed,  the  Administrator  will 
define  the  appropriate  wording  for  the 
terms  of  restriction  by  regulation. 

40  CFR  Part  162  is  herewith  amend¬ 
ed  by  adding  the  new  paragraphs  (d) 
through  (i)  to  §  162.30,  reading  as  fol¬ 
lows: 

§  162.30  Optional  procedures  for  classifi¬ 
cation  of  pesticide  uses  by  regulation. 

(d)  Compliance:  Currently  registered 
products.  No  later  than  60  days  after 
the  effective  date  of  the  final  rule 
classifying  a  use  of  a  registered  prod¬ 
uct  as  restricted,  the  registrant  shall 
submit  an  appropriate  application  for 
amended  registration.  The  application 
must  also  be  accompanied  by  a  copy  of 
any  supplemental  labeling  to  be  used 
as  an  interim  compliance  measure.  For 
the  purposes  of  this  section,  supple¬ 
mental  labeling  means:  an  adhesive 
sticker  containing  the  restricted  use 
statement  specified  in  §  162.HKJX2);  a 
separate  form  containing  the  product 
name  as  it  appears  on  the  current 
product  label,  the  EPA  registration 
number  of  the  product,  and  the  re¬ 
stricted  use  statement  specified  in 


S  162.10(j)(2);  or  the  conditionally  ac¬ 
cepted  or  final  approved  amended 
label. 

(1)  Amended  registration;  all  uses  re¬ 
stricted.  If  all  uses  of  a  product  have 
been  classified  for  restricted  use,  the 
application  for  amended  registration 
shall  be  based  solely  on  a  proposed 
label  and  proposed  labeling  which: 

(1)  Contain  the  language  specified  in 
the  final  rule  under  paragraph  (c)(4) 
of  this  section,  if  applicable;  or 

(li)  Comply  with  paragraph  (g)  of 
this  section. 

(2)  Amended  registration;  some  but 
not  all  uses  restricted.  If  some  but  not 
all  uses  of  a  product  have  been  classi¬ 
fied  for  restricted  use,  the  application 
for  amended  registration  shall: 

(i)  Be  based  solely  on  a  proposed 
label  and  proposed  labeling  which  con¬ 
tain  the  language  specified  in  the  final 
rule  under  paragraph  (c)(4)  of  this  sec¬ 
tion,  if  applicable;  or 

(li)  Be  based  solely  on  a  proposed 
label  and  proposed  labeling  which 
delete  the  uses  which  have  been  classi¬ 
fied  as  restricted;  or 

(iii)  Be  based  solely  on  a  proposed 
label  and  proposed  labeling  which 
comply  with  paragraph  (g)  of  this  sec¬ 
tion  with  respect  to  the  uses  which 
have  been  classified  as  restricted,  and 
which  may  also  contain  use  directions 
for  the  remaining  unclassified  uses;  or 

(iv)  Request  that  the  registration  be 
split  into  two  registrations.  One  regis¬ 
tration  shall  pertain  only  to  those  uses 
that  have  been  classified  as  restricted; 
the  application  shall  propose  a  label 
and  labeling  for  this  product  which 
comply  with  paragraph  (g)  of  this  sec¬ 
tion  with  respect  to  the  uses  which 
have  been  classified  as  restricted,  and 
which  may  also  contain  use  directions 
for  the  remaining  unclassified  uses. 
The  other  registration  shall  pertain 
only  to  those  uses  not  classified  for  re¬ 
stricted  use;  the  application  shall  pro¬ 
pose  a  label  and  labeling  for  this  prod¬ 
uct.  The  application  shall  request 
amendment  of  the  existing  registra¬ 
tion  for  one  of  these  products  and  re¬ 
quest  a  new  registration  number  for 
the  other  product. 

(3)  Conditional  acceptance.  The  Ad¬ 
ministrator,  in  accordance  with  §  162.6, 
shall  conditionally  accept  proposed 
label(s)  and  labeling  submitted  under 
paragraph  (dXl)  or  (d)(2)  of  this  sec¬ 
tion,  if  he  determines  that  they 
comply  with  the  applicable  require¬ 
ments  of  this  section. 

(e)  Compliance ;  new  products.  An 
application  for  registration  of  a  new 
pesticide  product,  any  use  of  which 
has  been  classified  for  restricted  use 
under  this  section,  shall  include  pro¬ 
posed  product  label(s)  and  labeling 
which  meet  the  pertinent  require¬ 
ments  of  (dX2Xi)  or  (dX2Xiii)  of  this 
section. 

(f)  Consideration  of  data.  It  is  the 
Agency’s  position  that  the  fact  that  an 
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item  of  data  is  relied  upon  in  making  a 
determination  under  paragraph  (b)  of 
this  section  does  not  mean  that  the 
item  of  data  was  thereby  “•  •  *  consid¬ 
ered  by  the  Administrator  in  support 
of  any  •  •  •  application  for  registra¬ 
tion  *  *  •”  within  the  meaning  of  Sec¬ 
tion  3(c)(1)(D)  of  the  Act. 

(g)  Label  and  labeling.  (1)A  pesti¬ 
cide  product  which  has  a  use  classified 
for  restricted  use  shall  bear  a  label,  or 
to  the  extent  permitted  by  paragraph 
O  b'  nccompapied  by  supplemental  la- 
wdi  ig  or  have  supplemental  labeling 
affixed,  which  contains  the  statements 
of  restricted  use  classification  required 
by  §  162.10(j)(2)  or,  if  applicable,  the 
language  specified  in  the  final  rule 
under  paragraph  (c)(4)  of  this  section. 
If  any  use  of  a  pesticide  product  has 
been  classified  for  restricted  use,  any 
labeling  (other  than  supplemental  la¬ 
beling)  accompanying  the  product 
shall  contain  directions  for  use  which 
are  consistent  with  the  terms  of  the 
restriction. 

(2)  Pesticide  products  intended 
solely  for  manufacturing  use  in  the 
formulation  of  other  registered  pesti¬ 
cide  products  are  not  subject  to  the 
classification  label  and  labeling  re¬ 
quirements  of  this  section. 

(h)  Notice  of  intent  to  cancel  or  deny 
registration;  hearing  rights.  The  Ad¬ 
ministrator  shall  issue  a  notice  of 
intent  to  cancel  the  registration  or 
deny  the  application  for  registration 
of  any  pesticide  product  which  has  a 
use  classified  under  this  section  for  re¬ 
stricted  use  unless  the  registrant  or 
applicant  submits  an  appropriate  ap¬ 
plication  for  amended  or  new  registra¬ 
tion  in  accordance  with  paragraph  (d) 
or  (e)  of  this  section.  The  Administra¬ 
tor  shall  issue  a  final  order  of  cancella¬ 
tion  or  denial  of  registration  unless 
the  registrant  or  applicant,  as  pro¬ 
vided  by  law: 

(1)  requests  a  hearing  in  accordance 
with  section  3(c)(6)  or  6(b)(1)  of  the 
Act,  which  hearing  shall  be  limited  to 
the  sole  issue  of  whether  the  regis¬ 
trant  or  applicant  had  timely  submit¬ 
ted  an  application  for  amended  or  new 
registration  which  complied  with  the 
provisions  of  this  section;  and 

(2)  sustains  the  affirmative  burden 
of  proving  that  it  had  timely  submit¬ 
ted  an  application  for  amended  or  new 
registration  which  complied  with  the 
provisions  of  this  section. 

(i)  Enforcement  (1)  No  product  with 
a  use  classified  under  this  section  for 
restricted  use  may  be  released  for 
shipment  by  the  registrant  or  produc¬ 
er  after  the  120th  day  after  the  effec¬ 
tive  date  of  the  final  rule  unless  the 
product  bears  an  approved  amended 
label  which  complies  with  paragraph 
(g),  has  the  supplemental  labeling  af¬ 
fixed,  or  is  accompanied  by  supple¬ 
mental  labeling. 

(2)  No  product  with  a  use  classified 
under  this  section  for  restricted  use 


may  be  distributed  or  sold  by  a  retailer 
or  other  person  after  the  270th  day 
after  the  effective  date  of  the  final 
rule  unless  the  product  bears  an  ap¬ 
proved  amended  label  which  complies 
with  paragraph  (g),  has  the  supple¬ 
mental  labeling  affixed,  or  is  accompa¬ 
nied  by  supplemental  labeling. 

(3)  No  product  with  a  use  classified 
under  this  section  for  restricted  use 
may  be  released  for  shipment  by  the 
registrant  or  producer  after  the  270th 
day  after  the  conditional  acceptance 
of  the  draft  amended  label  (or  after 
approval  of  the  final  amended  label,  if 
the  registrant  does  not  submit  a  draft 
amended  label),  unless  the  product 
bears  the  final  approved  amended 
label. 

(4)  In  cases  where  a  registrant  sub¬ 
mits  an  application  for  amended  regis¬ 
tration  in  accordance  with  paragraph 
(d)(2)(ii)  of  this  section  to  delete  the 
restricted  uses  of  a  pesticide  product, 
no  such  product  may  be  released  for 
shipment  by  the  registrant  or  produc¬ 
er  after  the  180th  day  after  the  condi¬ 
tional  acceptance  of  the  draft  amend¬ 
ed  label  (or  after  approval  of  the  final 
amended  label,  if  the  registrant  does 
not  submit  a  draft  amended  label), 
unless  the  product  bears  the  final  ap¬ 
proved  amended  label. 

(5)  No  product  with  a  use  classified 
under  this  section  for  restricted  use 
may  be  advertised  without  including 
the  classification  assigned  to  it  after 
the  120th  day  after  the  effective  date 
of  the  final  rule.  However,  brochures, 
technical  pamphlets  and  similar  mate¬ 
rial  which  are  in  final  printed  form  on 
the  effective  date  of  the  final  rule  may 
be  distributed  until  the  270th  day 
after  the  effective  date  of  the  final 
rule. 

Federal  Insecticide,  Fungicide,  and 
Rodenticide  Act  (FI FRA) 

SCIENTIFIC  ADVISORY  PANEL 

REVIEW  OF  FIFHA  SECTION  3(D)  OPTIONAL  PRO¬ 
CEDURES  FOR  CLASSIFICATION  OF  PESTICIDE 

USES  BY  REGULATIONS. 

The  Federal  Insecticide,  Fungicide,  and 
Rodenticide  Act  (FIFRA)  Scientific  Adviso¬ 
ry  Panel  completed  review  of  final  rulemak¬ 
ing  for  classification  of  pesticide  uses  by 
regulation  in  an  open  meeting  held  in  Ar¬ 
lington,  Va.,  on  January  12.  1978. 

The  manner  in  which  EPA  staff  personnel 
developed  the  classification  regulation  is 
worthy  of  special  praise.  In  response  by 
EPA  for  scientific  support  while  reviewing 
draft  documents,  the  Panel  conducted  a 
series  of  open  meetings  to  mark  up  a  pro¬ 
gressively  improving  proposed  and  final  reg¬ 
ulation.  Following  each  session  the  Agency 
would  appropriately  amend  the  document  in 
consideration  of  public  comments  and  rec¬ 
ommendations  of  the  Panel.  The  Panel 
wishes  to  commend  the  Agency  for  being  ex¬ 
ceptionally  cooperative  and  responsive  to 
suggestions  for  improvement. 

Final  regulations  on  classification  of  pesti¬ 
cides  were  submitted  to  the  Panel  for  review 
on  December  16,  1977.  In  response  to  a  re¬ 
quest  by  EPA  for  expeditious  review,  the 


documents  were  mailed  to  members  of  the 
Panel  with  a  request  for  comments  within 
one  week.  Although  plans  were  to  conduct  a 
telephonic  roll  call  to  obtain  concurrence, 
these  plans  were  abandoned  when  it  became 
clear  that  the  regulations  contained  several 
changes  of  serious  concern  to  the  Panel, 
which  were  not  incorporated  in  the  Pro¬ 
posed  Regulation  reviewed  by  the  Panel.  A 
special  interim  report  detailing  the  concerns 
of  the  Panel  was  submitted  to  EPA  on  De¬ 
cember  23,  1977.  At  that  time  special  notice 
was  given  that  the  Panel  would  complete 
review  of  the  document  on  January  12,  1978. 

Maximum  public  participation  has  been 
encouraged  at  all  meetings  of  the  FIFRA 
Scientific  Advisory  Panel.  In  respect  to  the 
January  12,  1978,  meeting,  the  Federal  Reg¬ 
ister  Notice  of  the  general  meeting  dated 
December  28,  1977,  was  amended  on  Janu¬ 
ary  3,  1978,  to  modify  the  agenda  to  include 
review  of  final  rulemaking  on  classification 
of  pesticides.  In  addition  telephonic  notice 
and  special  mailings  were  sent  to  the  gener¬ 
al  public  who  had  previously  expressed  an 
interest  in  the  regulation.  Written  state¬ 
ments  relative  to  final  consideration  of  the 
document  on  classification  were  received 
from  the  following  sources:  American  Farm 
Bureau  Federation.  Dow  Chemical  Co.,  and 
Monsanto  Co.  In  addition  to  comments  by 
EPA  staff,  informal  comments  were  received 
during  the  meeting  by  representatives  of 
the  Environmental  Defense  Fund,  and  mem¬ 
bers  of  the  pesticide  industry. 

In  consideration  of  all  matters  brought 
out  during  the  Panel  meeting,  matters  ar¬ 
ticulated  in  written  statements,  and  a  care¬ 
ful  review  of  the  final  rulemaking  docu¬ 
ment,  the  Panel  submits  the  following 
report: 

The  FIFRA  Scientific  Advisory  Panel  is  of 
the  opinion  that  the  document  describing 
Optional  Procedures  for  Classification  of 
Pesticide  Uses  by  Regulations  submitted  to 
the  Panel  on  January  12,  1978,  deals  effec¬ 
tively  with  this  procedure  with  the  follow¬ 
ing  two  exceptions: 

Exception  1:  The  pending  Congressional 
Amendment  to  modify  FIFRA  Section 
12(a)(2)(F)  to  allow  purchase  of  restricted 
use  pesticides  by  uncertified  farmers  for  ap¬ 
plication  by  a  certified  applicator.  The 
Panel  wishes  to  express  concern  on  a  philo¬ 
sophical  basis  that  such  a  proviso  if  not 
fully  understood  by  the  general  public 
might  seriously  undermine  the  applicator 
certification  program  and  circumvent  expec¬ 
tations  by  the  Agency  for  protection  of 
health  and  the  environment  under  the  pro¬ 
visions  of  Section  3(d)  for  classification  of 
pesticide  uses.  The  Panel  unanimously  rec¬ 
ommends  that  the  Agency  seek  an  appropri¬ 
ate  method  for  modification  of  the  regula¬ 
tion  to  strengthen  personal  accountability 
and  promote  attainment  of  certified  appli¬ 
cator  status  by  farmers  who  use  pesticides. 
This  recommendation  is  made  in  the  hope 
that  stronger  controls  on  this  issue  would  be 
both  compatible  with  Congressional  intent 
and  legally  possible  under  the  provisions  of 
FIFRA,  as  amended. 

Exception  2:  The  classification  status  of 
90  percent  wettable  powder  formulations  of 
methomyl  in  water  soluble  bags  and  25  per¬ 
cent  wettable  powder  formulations  (not  in 
water  soluble  bags)  is  in  contention  by  the 
Panel.  Concern  centers  around  the  inci¬ 
dence  of  human  pesticide  poisonings  to 
farm  workers  occupationally  exposed  to 
methomyl.  The  Panel  is  aware  of  the  short¬ 
comings  of  the  present  national  program  for 
reporting  pesticide  related  illness  to 
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humans,  and  that  EPA  at  best  is  the  recipi¬ 
ent  of  incomplete  and  unverified  informa¬ 
tion.  In  this  particular  situation,  it  would 
appear  that  at  least  one  member  of  the 
Panel  has  received  advance  information  of 
human  illness  associated  with  the  use  of 
methomyl  in  North  Carolina  and  California. 
Currently  this  data  has  not  been  sent  to 
EPA  for  analysis.  Conclusions  by  the  Panel 
on  this  issue  are  as  follows: 

a.  The  majority  of  the  Panel  recommends 
that  formulations  of  90  percent  wettable 
powder  in  water  soluble  bags  as  well  as  25 
percent  wettable  powder  formulations  (not 
in  water  soluble  bags)  be  classified  as  re¬ 
stricted.  This  is  recommended  with  the  un¬ 
derstanding  that  the  Agency  will  report 
back  to  the  Panel  in  approximately  six 
months  to  present  the  results  of  a  special 
literature  search  and  compilation  of  human 
toxicity  relative  to  exposure  of  workers  to 
methomyl.  with  special  emphasis  on  all  for¬ 
mulations  remaining  in  an  unclassified 
status. 

b.  A  minority  report  is  submitted  on  this 
issue.  Two  members  of  the  Panel  recognize 
the  need  for  the  Agency  to  proceed  with 
classification  by  the  triggers  described  in 
the  regulations  and,  consequently  believe 
that  both  the  90  percent  in  water  soluble 
bags  and  25  percent  formulations  should  be 
unclassified. 

For  the  Chairman. 

Dated:  January  17, 1978. 

H.  Wade  Fowler,  Jr. 

Executive  Secretary,  FIFRA 
Scientific  Advisory  Panel 

[FR  Doc.  78-3648  Filed  2-8-78;  8:45  am] 


[6560-01] 

[FRL  840-4;  OPP-30017A) 

PART  162— REGULATIONS  FOR  THE  ENFORCE¬ 
MENT  OF  THE  FEDERAL  INSECTICIDE,  FUNGI¬ 
CIDE,  AND  RODENTICIDE  ACT 

Pesticide  Use  Restrictions 

AGENCY;  Environmental  Protection 
Agency,  Office  of  Pesticide  Programs. 

ACTION;  Final  rule. 

SUMMARY:  This  final  rule  amends 
regulations  concerning  the  enforce¬ 
ment  of  the  Federal  Insecticide,  Fun¬ 
gicide,  and  Rodenticide  Act  by  adding 
a  new  regulation  for  pesticide  use  clas¬ 
sification  which  lists  uses  of  certain 
pesticides  that  the  Agency  has  classi¬ 
fied  as  restricted  under  the  current 
procedures. 

EFFECTIVE  DATE:  February  9,  1978. 

FOR  FURTHER  INFORMATION 
CONTACT: 

James  H.  White,  Project  Leader 
(WH-570),  Office  of  Pesticide  Pro¬ 
grams,  Environmental  Protection 
Agency,  Room  E509A,  401  M  Street 
SW.,  Washington,  D.C.  20460,  202- 
755-8297. 

SUPPLEMENTARY  INFORMATION: 
On  September  1,  1977,  notice  was  pub¬ 
lished  in  the  Federal  Register  (40  FR 
44176)  proposing  to  amend  40  CFR 
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Part  162  by  adding  a  new  §  162.31  list¬ 
ing  uses  of  pesticides  that  the  Agency 
classified  as  restricted  under  the  pro¬ 
cedures  of  40  CFR  162.30.  The  purpose 
was  to  notify  the  public  and  to  solicit 
comments  on  the  proposed  use  restric¬ 
tions. 

It  is  important  to  note  that  this  reg¬ 
ulation  only  classifies  uses  as  restrict¬ 
ed.  If  a  use  is  not  classified  restricted 
by  this  regulation,  it  does  not  mean 
that  it  is  classified  as  general  under 
Section  3  of  the  Federal  Insecticide, 
Fungicide,  and  Rodenticide  Act 
(FIFRA):  it  merely  means  that  that 
use  has  not  yet  been  classified  as 
either  general  or  restricted.  The 
Agency  is  not,  by  regulation,  classify¬ 
ing  uses  as  general  primarily  because 
such  a  decision  requires  an  evaluation 
of  chronic  data.  Review  of  chronic 
data  has  not  been  a  part  of  classifica¬ 
tion  by  regulation  because  of  the  time 
necessary  to  accomplish  such  review. 

Any  product  use  classified  for  re¬ 
stricted  use  under  these  regulations  is 
limited  to  use  by  or  under  the  direct 
supervision  of  a  certified  applicator. 

Responses  to  the  proposed  restricted 
uses  of  the  23  published  chemicals 
were  submitted  by  State  and  Federal 
Agencies,  registrants,  private  laborato¬ 
ries,  and  environmental  organizations. 
EPA  received  comments  on  the  follow¬ 
ing  chemicals: 

Aldicarb,  endrin,  methomyl,  mevinphos, 
strychnine,  azinphos-methyl,  ethyl  p&rath- 
ion,  methyl  parathion,  picloram. 

Following  is  a  discussion  of  the  com¬ 
ments  on  a  chemical-by-chemical 
basins.  The  only  changes  from  the 
proposed  regulations  are  in  certain 
formulations  of  azinphos-methyl  and 
aldicarb. 

Aldicarb 

The  many  comments  concerning  al¬ 
dicarb  dealt  with  two  areas  of  use, 
non-domestic  indoor  and  non-domestic 
outdoor.  All  comments  pertaining  to 
non-domestic  indoor  use  were  in  agree¬ 
ment  with  EPA’s  proposed  restriction. 
The  subject  of  concern  was  the  restric¬ 
tion  of  aldicarb  for  outdoor  use  based 
on  residue  effects  on  avian  species. 
The  opinion  of  the  majority  of  com¬ 
mented  was  that  based  on  field  expe¬ 
rience,  aldicarb  did  not  present  a 
hazard  to  avian  species  and  that,  in 
any  event,  such  concern  is  an  invalid 
reason  for  restriction.  However,  many 
commented  believed  that  aldicarb 
should  be  restricted  for  outdoor  use 
based  on  the  hazard  it  posed  for  the 
applicator. 

In  light  of  these  numerous  com¬ 
ments  we  are  planning  to  do  a  compre¬ 
hensive  survey  of  interested  parties, 
including  user  and  regulatory  groups 
concerning  the  restriction  of  non-do¬ 
mestic  outdoor  uses.  Therefore,  the 
Agency  is  leaving  the  agricultural  uses 
of  aldicarb  unclassified  at  this  time. 


The  Agency  anticipates  a  classification 
decision  on  aldicarb  in  the  near  future. 

Azinphos-methyl 

One  commenter  asked  the  Agency  to 
review  the  restricted  classification  of 
granular  formulations  of  azinphos- 
methyl  for  aerial  application  to  sugar 
cane  and  the  restricted  classification 
of  the  50  percent  wettable  powder  for¬ 
mulation  in  water  soluble  bags  in  light 
of  additional  data.  The  Agency  is  un¬ 
dertaking  this  review  and  consequent¬ 
ly,  at  this  time,  is  only  classifying  the 
liquid  formulations  of  azinphos- 
methyl  greater  than  13.5  percent  for 
restricted  use. 

Methomyl 

One  comment  was  received  on  the 
proposed  restrictions  of  methomyl. 
The  commenter  proposed  that  formu¬ 
lations  marketed  in  water  soluble  bags 
be  classified  as  restricted  and  not  left 
unclassified.  He  believed  a  restricted 
use  classification  would  be  more  effi¬ 
cient  and  ensure  that  problems  were 
in  fact  reduced.  However,  the  Agency 
wants  to  encourage  registrants  to  de¬ 
velop  packaging  and  formulations  that 
reduce  hazards.  Since  the  problems 
with  methomyl  have  occurred  during 
mixing  and  loading  operations,  the 
Agency  believes  that  the  water  soluble 
bags  would  greatly  reduce  this  hazard. 
Accordingly,  these  formulations  will 
remain  unclassified,  but  the  Agency 
will  monitor  future  accidents  involving 
methomyl  to  determine  whether  the 
water  soluble  bag  formulations  are  in¬ 
volved.  In  addition,  the  commenter  be¬ 
lieved  that  hazards  would  be  further 
reduced  if  this  pesticide  were  applied 
by  certified  applicators  only  and  not 
by  persons  under  their  supervision. 
This  point  is  addressed  under  the 
heading  “Additional  Chemicals.’’ 

Methyl  Parathion 

Two  responses  were  received  regard¬ 
ing  the  proposed  restrictions  of 
methyl  parathion.  One  commenter 
suggested  that  the  hazards  associated 
with  the  uses  of  methyl  parathion 
could  be  reduced  by  limiting  applica¬ 
tion  to  certified  applicators  only  and 
not  allowing  application  by  persons 
under  their  direct  supervision.  This 
comment  is  addressed  under  the  head¬ 
ing  “Additional  Chemicals.”  The 
second  commenter  believed  that  the 
microencapsulated  formulation  should 
be  left  unclassified.  Although  microen¬ 
capsulation  of  methyl  parathion  has 
reduced  the  hazard  to  the  applicator, 
this  formulation  is  just  as  hazardous 
to  birds  as  other  formulations  of 
methyl  parathion,  and  is  more  hazard¬ 
ous  to  bees.  Microencapsulated  methyl 
parathion  and  pollen  are  the  same  size 
(30-50  microns),  so  that  foraging  bees 
can  inadvertently  carry  the  methyl 
parathion  back  to  the  hive  along  with 
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pollen.  There  it  will  be  slowly  released 
and  the  hive  will  be  partially  or  com¬ 
pletely  destroyed.  Indeed,  residue 
analyses  show  twice  as  much  methyl 
parathion  in  dead  bees  when  the  mi¬ 
croencapsulated  formulation  is  used  in 
place  of  emulsifiable  concentrates.  If 
the  microencapsulated  formulation  is 
restricted,  we  can  reasonably  expect 
that  certified  applicators  will  be  more 
knowledgeable  about  hazards  to  wild¬ 
life  and  bees  and  the  possibility  of  ad¬ 
verse  effects  will  be  reduced. 

Picloram 

Two  responses  were  received  regard¬ 
ing  the  proposed  restrictions  of  pi- 
cloram.  One  State  Agency  official 
commented  that  no  picloram  formula¬ 
tion  required  a  restricted  use  classifi¬ 
cation.  This  was  based  on  picloram’s 
safe  use  history  in  that  State.  Con¬ 
cerning  the  sole  unclassified  picloram 
formulation  (Tordon  101  It),  one  com- 
menter  wrote,  “If  the  rationale  for  not 
restricting  is  based  on  the  limitation 
to  forestry  personnel,  who  would-  be 
expected  to  be  trained,  we  hope  label¬ 
ing  covers  potential  problems,  and 
that  cut  surface  treatment  is  for  basal 
stump  application,  which  limits  the 
amount  used  and  thus  avoids  injury  to 
non-target  plant  species.’’ 

As  indicated  in  the  proposed  use  re¬ 
strictions,  picloram  is  a  highly  phyto¬ 
toxic,  persistent  and  mobile  chemical 
even  at  very  low  use  concentrations. 
These  specific  product  characteristics 
require  special  attention  by  the  user  in 
order  to  minimize  the  risk  of  causing 
adverse  effects  to  non-target  organ¬ 
isms  and/or  contamination  of  the 
aquatic  environment.  We  believe  this 
special  attention  and  reduction  of  ad¬ 
verse  effects  to  the  environment  can 
be  achieved  through  restriction  and 
applicator  certification.  In  addition, 
safe  use  history  in  one  State  is  not 
necessarily  sufficient  justification  to 
withdraw  restricted  use  classification, 
since  other  user  States  have  previous¬ 
ly  endorsed  restriction. 

Our  rationale  for  leaving  Tordon  101 
R  Forestry  Herbicide  unclassified  was 
based  on  the  low  rate  o*  application, 
coupled  with  the  selective  use  sites 
and  application  methods  (tree  injec¬ 
tion,  frill  or  girdle  treatment,  and 
stump  treatment)  claimed  on  the  la¬ 
beling,  and  not  on  any  product  limita¬ 
tion  to  a  certain  user  group.  The 
Agency  believes  that  under  these  spe¬ 
cific  and  limited  use  conditions,  the 
risk  of  causing  phytotoxic  effects  to 
non-target  plants  and/or  contamina¬ 
tion  of  the  aquatic  environment  would 
be  reduced. 


Strychnine 

One  response  was  received  regarding 
the  proposed  restrictions  of  strych¬ 
nine,  concerning  the  Agency’s  ability 
to  enforce  the  various  uses  of  strych¬ 
nine  and  other  pesticides.  The  com- 
menter  believed  that  products  bearing 
labels  with  unclassified  uses  only 
would  be  used  by  some  individuals  for 
other  (restricted)  uses  since  users  had 
previously  relied  on  such  control  mea¬ 
sures.  The  commenter  stated  that  the 
possibility  of  this  occurring  is  greater 
when  these  compounds  are  made  avail¬ 
able  to  untrained  persons. 

The  possibility  of  products  contain¬ 
ing  only  unclassified  uses  being  used 
for  a  restricterd  use  by  persons  not 
certified  is  a  problem  for  all  pesticides, 
not  just  strychnine.  However,  the 
Agency  must  premise  its  classification 
actions  on  the  basic  integrity  of  the  in¬ 
dividual.  To  abandon  this  reasoning 
would  lead  the  Agency  to  restrict  uses 
even  when  an  analysis  of  the  hazards 
associated  with  the  use  do  not  call  for 
restriction.  Also,  persons  guilty  of 
using  pesticides  for  uses  not  on  the 
labels  are  subject  to  civil  and  criminal 
sanctions. 

Additional  Chemicals 

One  commenter  suggested  that  the 
hazards  associated  with  the  uses  of 
endrin,  ethyl  parathion,  methomyl, 
methyl  parathion,  and  mevinphos 
could  be  reduced  by  limiting  applica¬ 
tion  to  certified  applicators  only  and 
not  by  persons  under  their  direct  su¬ 
pervision.  The  Agency  believes  that 
the  statutory  provision  for  use  by  an 
uncertified  applicator  working  under 
the  direct  supervision  of  a  certified  ap¬ 
plicator  is  sound.  It  allows  needed 
flexibility  for  pesticide  users  without 
causing  any  increase  in  potential  ap¬ 
plicator  or  environmental  hazards, 
since  the  certified  applicator  is  respon¬ 
sible  for  ensuring  that  the  non-certi- 
fied  applicator  understands  the  poten¬ 
tial  hazards  to  himself  and  the  envi¬ 
ronment.  Accordingly,  any  restricted 
use  pesticide  may  be  applied  by  a  non- 
certified  applicator  who  is  working 
under  the  direct  supervision  of  a  certi¬ 
fied  applicator. 

Economic  impact  analysis:  The  Envi¬ 
ronmental  Protection  Agency  has  de¬ 
termined  that  this  document  does  not 
contain  a  major  proposal  requiring 
preparation  of  an  economic  impact 
analysis  under  Executive  Orders  11821 
and  11949  and  OMB  Circular  A-107. 

Statutory  review:  The  U.S.  Depart¬ 
ment  of  Agriculture  has  reviewed  the 
final  regulations  in  accordance  with 
section  25(a)(2)  of  FIFRA  and  concurs 
with  their  publication  in  the  Federal 


Register.  The  FIFRA  Scientific  Advi¬ 
sory  Panel  has  reviewed  the  final  reg¬ 
ulations  in  accordance  with  section 
25(d)  of  FIFRA.  The  majority  of  the 
panel  disagrees  with  the  Agency’s  deci¬ 
sion  to  leave  90  percent  wettabale 
powder  formulations  of  methomyl 
packaged  in  water  soluble  bags  and  25 
percent  wettable  powder  formulations 
of  methomyl  (regardless  of  packaging) 
unclassified  at  this  time.  However,  the 
Agency  must  base  its  decisions  upon 
the  classification  criteria  for  previous¬ 
ly  registered  pesticides  found  at  40 
CFR  §  162.11(c)(2).  Both  formulations 
referred  to  above  do  not  meet  the  cri¬ 
teria  for  restricted  use  classification. 

Although  accident  data  may  also  be 
grounds  for  restriction  under 
§162.11(c)(4),  available  accident  data 
for  methomyl  indicates  that  many  of 
the  accidents  associated  with  metho¬ 
myl  use  have  occurred  at  the  time  of 
mixing  and  loading.  The  Agency  be¬ 
lieves  that  these  hazards  can  be  great¬ 
ly  reduced  by  the  use  of  water  soluble 
packaging  and  also  believes  industry 
should  generally  be  encouraged  to 
pursue  hazard  reduction  through  for¬ 
mulation  and  packaging.  However,  the 
Agency  also  agrees  with  the  Scientific 
Advisory  Panel  that  a  more  in-depth 
analysis  and  comprehensive  survey  of 
methomyl  accidents  is  warranted.  The 
Agency  will  accordingly  initiate  a  spe¬ 
cial  literature  search  and  compilation 
of  human  toxicity  relating  to  metho¬ 
myl  accidents  and  present  its  findings 
to  the  panel  in  approximately  six 
months.  If  it  is  determined  that  a  sig¬ 
nificant  problem  still  exists  with 
methomyl  during  mixing  and  loading 
operations,  with  water  soluble  packag¬ 
ing,  or  that  there  is  a  significant  prob¬ 
lem  during  application  and  storage, 
the  Agency  will  reconsider  its  classifi¬ 
cation  decision. 

The  panel  has  also  issued  a  minority 
report  on  the  decision  relative  to 
methomyl  recognizing  the  need  for 
the  Agency  to  proceed  with  classifica¬ 
tion  by  the  triggers  described  in  the 
regulations. 

The  Scientific  Advisory  Panel  report 
is  published  in  its  entirety  following 
the  text  of  the  regulations  to  OPP- 
30016B. 

Statutory  Authority 

(Secs.  3  and  25(a)  of  the  Federal  Insecticide, 
Fungicide,  and  Rodenticide  Act  (FIFRA)  as 
amended  (7  U.S.C.  136,  et  seq.).) 

Dated:  January  31,  1978. 

Douglas  M.  Costle, 
Administrator. 

Section  162.31  is  added  to  read  as 
follows: 
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§  162.31  Pesticide  use  classification. 

The  following  uses  of  pesticide  products  containing  the  active  ingredients  specified  below  have  been  classified  for 
restricted  use  and  are  limited  to  use  by  or  under  the  direct  supervision  of  a  certified  applicator. 


Active  ingredient  Formulation  Use  pattern  Classification  Criteria  influencing  restriction 


Acrolein _ _  As  sole  active  ingredient.  No  All  uses — - 

mixtures  registered. 

Acrylonitrile .  In  combination  with  carbon  . do - - - 

tetrachloride.  No 
registrations  as  the  sole 
active  ingredient. 

Aldicarb .  As  sole  active  ingredient.™.  Ornamental  uses  < Indoor 

and  outdoor). 

No  mixtures  registered .........  Agricultural  crop  uses. — 

Allyl  alcohol .  All  formulations  - -  All  uses . . 

Aluminum  phosphide. ............  As  sole  active  ingredient.  No  . do . . . 

mixtures  registered. 


Azinphos  methyl .......™.™...  All  liquids  with  a  . — .do ...™.. — ........................ 

concentration  greater 
than  13.5  pet. 

All  other  formulations . . do - ........ - - - - - 

Calcium  cyanide _ _ As  sole  active  ingredient.  No  — do  — - - - 

mixture  registered..  ♦ 

Demeton _ _ _ 1  pet  fertilizer  formulation.  All  uses,  including  domestic 

1.985  pet  granular  uses, 

formulation. 


All  granular  formulations, 
emulsifiable  concentrates 
and  concentrated 
solutions. 

Endrin .  All  emulsions,  dusts 

wettable  powders,  pastes, 
and  granular  formulations 
2  pet  and  above. 

All  concentrations  less  than 
2  pet 

Ethyl  parathion .  All  granular  and  dust 

formulations  greater  than 
2  pet,  fertilizer 
formulations,  wettable 
powders,  emulsifiable 
concentrates, 
concentrated  suspensions, 
i  concentrated  solutions. 

Smoke  fumigants .... _ ..... 

Dust  and  granular 
formulations  2  pet  and 
below. 

Fluoroacetamide/1081 _ ....  As  sole  active  ingredient  in 

baits.  No  mixtures 
registered. 

Hydrocyanic  acid _ ..........  As  sole  active  ingredient.  No 

mixtures  registered. 

Methomyl . .  As  sole  active  ingredient  in 

1  pet  to  2.5  baits  (except  1 
pet  fly  bait). 

All  concentrated  solution 
formulations. 

90  pet  wettable  powder 
formulations  (not  in  water 
soluble  bags). 

90  pet  wettable  powder 
formulation  in  water 
soluble  bags. 

All  granular  formulations .... 

25  pet  wettable  powder 
formulations. 

In  1.24  pet  to  2.5  pet  dusts 
as  sole  active  ingredient 
and  in  mixtures  with 
fungicides  and  chlorinated 
hydrocarbon,  inorganic 
phosphate  and  biological 
Insecticides. 


All  uses... 


..do ...™. 


_ do 


.do 


.do .................. 

.do _ .............. 


.do 


. do ............... ...„.....™..™ 

Nondomestic  outdoors- 
agricultural  crops, 
ornamental  and  turf.  All 
other  registered  uses. 


Restricted ....... - - -  Inhalation  hazard  to  humans.  Residue  ef¬ 

fects  on  avian  species  and  aquatic  organ¬ 
isms. 

. -do - ............... . .  Other  hazards— accident  history  of  both 

acrylonitrile  and  carbon  tetrachloride 
products. 

— do ............™.™....™.™..  Other  hazards— accident  history. 

Under  further  evaluation..... 

Restricted — . ..............  Acute  dermal  toxicity. 

— do ...............™......™.........  Inhalation  hazard  to  humans. 

. do .  Inhalation  hazard  to  humans. 


Under  futher  evaluation. 


Restricted... — ................. — .  Inhalation  hazard  to  humans. 

— do... - ......... - Domestic  uses:  Acute  oral  toxicity.  Acute 

dermal  toxicity. 

Nondomestic  outdoor  uses.  Residue  effects 
on  avian  and  mammalian  species. 

. do - - - .....................  Acute  dermal  toxicity.  Residue  effects  on 

mammalian  and  avian  species. 


.do 


Acute  dermal  toxicity.  Hazard  to  nontarget 
organisms. 


— do .............. — .....................  Hazard  to  nontarget  organisms. 

— do — . — — — .................. —  Inhalation  hazard  to  humans.  Acute 

dermal  toxicity.  Residue  effects  on  mam¬ 
malian,  aquatic,  avian  species. 


..do  —  - -  Inhalation  hazard  to  humans. 

..do ......... — ................ -  Other  hazards— accident  history. 

..do.... — ................................  Acute  oral  toxicity. 

..do .... - ........... — ............  Inhalation  hazard  to  humans. 

..do - ........ _ ...... _ ...  Residue  effects  on  mammalian  species. 


. do _  Other  hazards-accldent  history. 


Unclassified 

. do ........... 

. .do . 

_ do ........... 


Methyl  bromide. 


All  formulations  in 
containers  greater  than 
1.5  lb. 

Containers  with  not  more 
than  1.5  lb  of  methyl 
bromide  with  0.26  pet  to 
2.0  pet  chloropicrln  as  an 
indicator. 

Container  with  not  more 
than  1.5  lb  having  no 
Indicator. 


All  uses .  Restricted . 


Single  applications  Unclassified.... 

(nondomestic  use)  for  soil 
treatment  in  closed 
systems. 

All  uses -  Restricted..™ 


Do. 


Do. 
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Active  ingredient 

Formulation 

Use  pattern 

Classification 

Criteria  influencing  restriction 

Methyl  parathion . 

..  All  dust  and  granular 

.  Other  hazards— accident  history.  All  foliar 

formulations  less  than  5 
pet. 

applications  restricted  based  on  residue 
effects  on  mammalian  and  avian  species. 

All  dust  and  granular 
formulations  5  pet  and 
greater  and  all  wettable 
powders  and  liquids. 

bees. 

mammalian  and  avian  species. 

Do. 

concentrates  and  liquid 
concentrates. 

Psycodid  filter  fly  liquid 

.  Acute  dermal  toxicity. 

formulations. 

Paraquat  (dichloride)  and 

All  formulations  and 

. do . -v- 

species. 

.  Other  hazards.  Use  and  accident  history. 

paraquat  bls(methyl 
sulfate). 

concentrations  except 
those  listed  below. 
Pressurized  spray 

Spot  weed  and  grass  control 

Unclassified . 

human  toxicological  data. 

formulations  containing 
0.44  pet  Paraquat 
bls(methyl  sulfate)  and  15 
pet  petroleum  distillates 
as  active  ingredients. 

Liquid  fertilizers  containing 

All  uses . 

concentrations  of  0.025 
pet  paraquat  dichloride 
and  0.03  percent  atrazine; 
0.03  pet  paraquat 
dichloride  and  0.37  pet 
atrazine.  0.04  pet  paraquat 
dichloride  and  0.49  pet 
atrazine. 


Picloram .  All  formulations  and  . do _ ...................... _ ..........  Restricted.................... _ .....  Hazard  to  nontarget  organisms  (specifically 


concentrations  except 
tordon  101  R. 

Tordon  101  R  forestry 
herbicide  containing  5.4 
pet  picloram  and  20.9  pet 
2.4-D. 

Control  of  unwanted  trees 

Unclassified . 

nontarget  plants  both  crop  and  noncrop). 

by  cut  surface  treatment. 

\ 

Sodium  fluoroacetate - 

formulations. 

.  All  solutions  and  dry  baits ... 

ganisms.  Use  and  accident  history. 

powder  formulations 
greater  than  0.5  pet. 

All  dry  baits,  pellets  and 
powder  formulations. 

All  dry  baits,  pellets  and 
powder  formulations  0.5 
pet  and  below. 

All  uses  calling  for  burrow 
builders. 

avain  species.  Use  and  accident  history. 

.  Do. 

.  Do. 

generators. 

formulations. 

hazard  to  humans.  Residue  effects  on 
mammalian  and  avian  species. 

•(Not*.— M-44  sodium  cyanide  capsules  may  only  be  used  by  certified  applicators  who  have  also  taken  the  required  additional  training.) 
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